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Y BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dgc 1ap — Tu do — Hanh phic
S6: 793 /QDP-QLD Ha Néi, ngay 26 thdng 10 niam 2023
QUYET PINH

V& viéc thu hoi gidy ding ky lwu hanh thudc tai Viét Nam déi véi thude da
dworc cap giay dang ky lwu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Durge s6 105/2016/QH13 ngay 06/04/2016;

Can cu Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiét mot sé diéu vé bién phap thi hanh Ludt dwoc;

Can cit Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sira
doi mot sé quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi qudn
Iy nha nwée cia Bo Y té;

Can cur Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cua Chinh phii quy
dinh churc nang, nhiém vu, quyen han va co cdau t6 chirc ciia Bg Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 cua B¢ truong B Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Qudn 1y
duwoc thudc BY Y té;

~ Can cir Thong tu 6 08/2022/TT-BYT ngay 05/9/2022 cuia Bo truong Bo Y
té quy dinh viéc dang ky luwu hanh thuoc, nguyén liéu lam thuoc;
Can cir don dé nghi thu héi gidy dang ky luu hanh thudc tai Viét Nam ciia
cdc co so dang ky thuoc,
Theo dé nghi ciia Truéng phong Phong Dang ky thuoc - Cuc Qudn 1y Dugrc.

QUYET PINH:
Piéu 1. Thu hdi gidy dang ky luu hanh thudc tai Viét Nam d6i v6i 11 thude
tai phu lyc dinh kém Quyét dinh nay.

Ly do: Céac co s& ding ky thude dé nghi tw nguyén thu hdi gidy ding ky
luu hanh thudc tai Viét Nam.

Piéu 2. Thudc nudc ngoai da nhap khau vao Viét Nam trudc ngay Quyét
dinh nay c6 hiéu luc duge phép luu hanh dén hét han dung cua thude. Co s dang
ky thudc, san xuat thudc phai c6 trach nhiém theo doi va chiu trach nhiém vé chat
lwong, an toan, hiéu qua cta thudc trong qua trinh luu hanh.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.



Piéu 4. Giam doc SO Y té cac tinh, thanh phd tryc thude Trung wong, C4c
co so kinh doanh dugc va Giam déc co s¢ dang ky, co so san xuat c6 thude néu
tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.
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Phu luc

DANH MUC 11 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyet dinh s6793 /OP-QLD ngay 26 /10 /2023 cua Cuc Quan ly Dwoc)

STT

Tén thudc Hoat chat, ham hrong Dang bao ché S6 ding ky

1.

Co s6 dang ky: Novartis Pharma Services AG (Pia chi: Lichtstrasse 35, 4056
Basel, Switzerland)

Co sé san xuat: Novartis Pharma Produktions GmbH (Bja chi: Oflinger Str. 44,
D-79664 Wehr, Germany)

1 Myfortic 360mg | Mycofenolic acid (dudi Vién nén bao tan VN-22709-21
dang mycofenolat natri) trong rudt
360mg
2. Co s6 dang ky: Bayer (South East Asia) Pte., Ltd. (DPia chi: 2 Tanjong Katong Road,
#07-01, PLQ3, Singapore (437161), Singapore)
Co sé san xuit: Sungwon Adcock Pharm. (Bia chi: 54, Gimpo-daero 1644beon-
gil, Yangchon-eup, Gimpo-si, Gyeonggi-do, Korea
2 Canesten Clotrimazol 100mg Vién nén dat am dao | VN-16136-13
3 Canesten Clotrimazol 500mg vién dat am dao VN-21367-18
3. Co s¢ dang ky: Cong ty CPDP Ngén Lc (Dia chi: S6 26 dwong 320 Béng sao, PS5,
Q8, TP Ho Chi Minh, Viét Nam)
Co s& san xuat: Ethypharm (Pja chi: Z.1. de Saint-Arnoult, 28 170 Chateauneuf-
en Thymerais, France)
4 Nalomel 20mg Esomeprazol (dudi dang Vién nang cing VN-21748-19
Esomeprazol magnesi chtra vi hat tan
dihydrat) 20mg trong rudt
5 | Nalomel 40mg Esomeprazol (dudi dang Vién nang cung VN-21749-19
Esomeprazol magnesi chtra vi hat tan
dihydrat) 40mg trong rudt
4. Co s& ding ky: Cong ty TNHH Anda Viét Nam (Dja chi: 62C Tran Quéc Toan,
Phuong Tran Hung Dao, Qudn Hoan Kiem, Ha Noi, Viét Nam)
Co s6 san xuat: Reckitt Benckiser Healthcare (UK) Ltd (Pia chi: Dansom Lane,
Hull, East Yorkshire, HU8 7DS, UK)
6 Suboxone Buprenorphin (dudi dang Vién dat dudi luoi | VN-22507-20
2mg/0.5mg buprenorphin hydrochlorid)
2mg; Naloxon (dudi dang
Naloxon hydroclorid
dihydrat) 0,5mg
5. Co s¢ ding ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pia chi: Tang 12,
Toa nha Vietcombank, S6 5 Cong trirong Mé Linh, Phwong Bén Nghé, Qudn 1, Thanh
phd Hé Chi Minh, Viét Nam)
Co sé san xuat: Janssen Cilag S.P.A. (Pia chi: Via C. Janssen, (loc. Borgo S.
Michele) - 04100 Latina (LT), Italy)
7 | Intelence Entravirine 200mg Vién nén VN2-568-17
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6. Co s6 dang ky: Glenmark Pharmaceuticals Ltd. (Dja chi: B/2, Mahalaxmi Chambers,
22 Bhulabhai Desai Road, Mumbai — 400 026, India)
Co sé san xuét: Glenmark Pharmaceuticals Ltd. (Dia chi: Plot No. E-37, 39, D-
Road, MIDC, Satpur, Nashik — 422 007, Maharashtra State, India)

8 Candid-V Clotrimazole 2% kl/kl Gel bdi am dao VN-16270-13

9 Glentaz Tazarotene 0,1%KI/kl Kem bdi ngoai da | VN-12466-11

7. Co sé dang ky: Pfizer (Thailand) Ltd. (Pia chi: No.323 United center Building, Floors
36th and 37th, Silom Road, Silom Sub-district, Bang Rak District, Bangkok Metropolis,
Thailand)

Co''sé san xuat: ACS Dobfar S.P.A (Pia chi: Via Alessandro Fleming, 2, Verona,
37135, Italy)

Co s6 tron bot trung gian: Glaxo Operations (UK) Ltd., (Pia chi: North Lonsdale
Road, Ulverston, Cumbria LA12 9DR, United Kingdom)

10 | Zavicefta Ceftazidime (dudi dang B0t pha dung dich | VN3-319-21
ceftazidim pentahydrate) dam dic dé pha
2g; Avibactam (dudi dang | dung dich tiém
natri avibactam) 0,5¢g truyén

8. Co so dang ky: Pierre Fabre Medicament (Pia chi: 45, Place Abel Gance, 92100
Boulogne, France)

Co sé san xuat: Pierre Fabre Medicament Production (Pja chi: Site Progipharm
Rue du Lycée 45500 Gien, France)

11 | Theostat L.P Theophylline (dudi dang Vién nén giai VN-22710-21
100mg Theophylline phong kéo dai
monohydrate) 100mg
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